This r^fport is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 211 


See attached form for 
additional information. 
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UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1 . CERTIFICATE NUMBER: 


16-R-0029 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


CUSTOMER NUMBER: 55 


Boehringer Ingelheim Pharmaceuticals Inc 
900 Ridgebury Road, Po Box 368 
Ridgefield, CT 06877 


FORM APPROVED 
0MB NO. 0579^0036 


b6, b7c 


3. REPORTING FACILITY ( List all locations where animals were housed or used In actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Usting 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessary or use APHIS Form 7023A \ 


Au 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 

Involving no pain, 
distress, or use cr 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animats an 
for which appropriate 
anesthetic, analgesic, or 
Iranquilizing drugs were 
used. 

E* Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted Involving 
accompanying or distress to the animals and for wh 

the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgefy, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reast 
such drugs were not gsed must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

81 

83 

120 

17 

\ 

220 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

12 

0 

135 

90 

225 

7. Hamsters 

0 

0 

33 

0 

33 

8. Rabbits 

10 

0 

16 

0 

16 

9. Non-human Primates 

47 

23 

51 

13 

87 

10. Sheep 

n 

n 

n 

0 

0 

11, Pigs 

0 

0 

0 

6 

0 

1 2. Other Farm Animals 

0 

0 

0 

0 

0 







13. Other Animals 

0 

0 

0 

0 

0 




















I ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, inctudlng appropriate use of anestetic, analgesic, and tranquitizing drugs, prior to, during, and following actual res£ 
teaching, testing, surgery, or experfmentation were followed by this research facility. 

2) Each principal investigator has oorrsidered alternatives to pal I procedures. 

3) This fadlrty is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions fs attached to this annual report In addition to identi^ng the lACUC-approved ex^tions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research faciiity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Officlai ) 





NOV t 5 2008 





Facility Registration Number 16-R-0029 


E4 


1 7 dogs assigned to Column E of this report were used in non-clinical laboratory studies 
to evduate test compounds in accordance to Food and Drug Administration 

requirements under Good Laboratory Practice regulations 21 CFR 58. 

These animals received high dose of test agents by oral gavage and experienced clinical 
signs dogs 

were givei^i^portiv^her^ 3 ^u^)er^iot^ven othCTdnjgssuch as analgesics or 
sedatives that mi ght cause rev ersal of histological^^^^^^nf the test article or induce 
their own’lnheren^^^^^nr drug-drug interactions. 







Facility Registration Number 16-R-0029 


E6 


90 guineapigsassimedtoColumnEofflusrepoitwCTeusedinnon-clinic^laboratory 
studies to a 

specific 

administra tion of Hi il i| i ill 
^^^^ Jfollowed 

delayed ^^^^^^^^^^^Bwa^S^resse ^^^efflceo^^^^^^^B ^e guinea 
pigs. The volume of swel ling was me asured at^^^^^^^^^^^KNoanalgesics 
wer^dministered during ^^^^|time perio^ecausemos^gaits had the potential 
swelling which was the end point that was to be r neasured and therefore 
cOT^H^^ W^e with the accurate interpretation of the properties ofl 










Facility Registration Number 16-R-0029 


E9 


13 macaque monkeys assigne^^Cohmin E of this report were used in non-clinical 
laboratory studies to evaluate test articles in accordance to the Food and 

Drug Administration requirement^ander Good Laboratory Practice regulations, 21 CFR 
58. The animals were used on studies to determine potential 

3 test articles that were administered by ora^avagejpollowm^nultiple 
s developed clinical signs of intermittent diarrhea, emesis, general 
?is or poor appetite. The animals were given supportive therapy but 
^die^^ug^uch as analgesics or sedatives that might cause reversa^f th| 
^^^^^^T)fthe test article or induce their own inherent drug'drug 


TuTcractiunsr 










